
DN.lE BEHIRING INC. 
P.O. Box 6101 
Newark, DEI 19714 

April O&2005 

Division of Dockets Management 
5630 Fisher Lane, Room 1061 
Rockvilte, MD 20852 

Re: FDA Docket 2004N-0527: Medical Devices; Medical Device Reporting; Companion to Direct Final 
Rule 

Dade Behring Ino, a manu%cturer of in vitro diagnostic devices, respecrfuiy submits comments to the 
proposed rule: Medical Devices; Medical Device Reporting; Companion to Direct Final rule. The 
availability of the guidance document was announced in the Federal Register Volume 70, Number 38, 
February 28,2005. 

Dade Behriig appreciates FDA’s efforts to revise the regulation into plain language, to ensure that 
guidance is clear and easy to read. We support this Direct Final Rule for the foilowing reasons: 

0 It does not change the established regulatory requirement described in CFR 2 1 Part 803, it 
efhectively describe the requirement in plain English. 

0 The proposed organization and format makes the document clear and easy to follow. 
l These changes have made the regulation user Friendly to all levels of the US population since they 

are written in an FAQ format. 

Dade Behring appreciates this opportunity to provide comments and we look forward to this proposed rule 
in its final form. 

If you have questions, please do not hesitate to contact me at 302-63 l-7446 or by email: 
norrisro@dadebehring.com 

Sincerely 

Robin Norris 
Vice President, Regulatory Aff%rs/Quality Systems 
Glasgow Business Community 
PO Box 6101 M/S 514 
Newark, DE 19714-6101 


